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in1 oz bfwaler andgivan 1o the petient te drnk.Gam-
mon flavering 8yrups may be addsd 1o the delution

. to Imprave the-1aste for aral agministation. The .. .
diuted solution fay be administored viaa nasogas-

te tube. -

HOW SUPPLIED;
Product - NDC
No. No.

)
 perdayinmgissbout 15 Umesthe

UOSADE, CONMLE 11t PLUDBIINY b TV ) A -
Joses, Interaciion Ariong drugs and anusualt T
kiretics in your patisnt. ‘ ‘

DOSAGE AND ADMINISTRATION:
Infusionalated sventz are related (o both the con.
wertrationand the rate of administration ol vancomyein,
Concentreligns of NG rMore than 5 g/mi. and rees of
no more thn 10 meymin ato ratommandad In sdus
{spa alsn age-epeoiiic recommendstions), In sglected
patignts in nped of fluid restriction, acuncenration up
1o 10 mg/ml. may be dsed; use of such higher con-
centrations. may increase the rigk of infusioreralated
events.infusion-ralatad averts may occur, Rowever, at
any rals Sk concentration.

Palients with Normnl Reoal Funolion

AdubtswThe-usual daily dose is 2 gigliﬁdzd mither as
mngmﬁxhwmmi govery Tehours, Esch dose
should baadministerad atno mare than1Ormg/min, or
gver 3 peribd of 2l least 80 mirates, whichever i langer.
Other patiznts factors, such 53 age or abeslfy, may
w4l for mpdifivation of the usualintravanous datty dose,

e O e S O

n e v e L%,

ggsa,sh%&he ad%iiniste ovgr & period of atleast
minutes.

 Intants end Nagnales—In neangtes and youn
infarits, the total daai{ IV dosage ray be lower, Inb
nacnates and infants, an inital dose of 15 mgykg s &
‘gusted, lllowed by 10 ke overy 12 Tiburs for
repnates inthe it waek of lile and evary sight houre

* theregitar up 1o the-age of one manth, Each dose

ghoyld bg agminisiered over §0 mirutes, Glose mori-

| toring of setum concentrations of vencemycin may

pe warranlad in thoge patients.

Patients with impairad Rensl Funglion
and Elderly Patients ) .
Ousage adjustirent must be mage it patients with
impairgat W“?'g:w‘?“ Irs premature infants and the
glckrly, grester dosage reductions than expacted may
tm necemsary becuuse o decressed renat-wunclion.
Muasurammant of vancomyein sendn concenirations can
b helpfulin: ‘mizmq therapy, sapECIY In serlously
ill patierits with shanging ranal funotion, Vancomyein
serum suncenirations can be determined by. use of
rhicrabinlogia assay, radivimimunoassay, Huores.
cenoe polgrizalion immunoassay, Tluorescence
- mmunoiasey or high-pressure iquidahromatogiably.
It erestining R CHr g o or seli-
mated accurataly, tha dosage for most patiants with
ranal impairnent can be sxlculsted usinﬂthamitomng
tabie. The dosgge of Sterile Vansoraycin tydro

rate In'miJrin (ses tollowing wble). -

’ DOSAGE TABLE FOR
VANCOMYCIN IN PATIENTS WITH
IMPAIRED RENAL FURCTION .
{Adeptad from Moellerirg wrall)
* Creatinine Clearance \femom)ydn Dose
mikimin , g 24 hr
00 1545 .
at 1380
80 1285
50 s
40 528
30 455
20 31¢
10 185
. Triginitial duseshould bang less than 15 ; Ve

T i
o i | 24 .
Fror such paliente, ah initial doss 3‘ 15 gl of bady
weight atsould be aiven 1o achieve prompt therapsutic
serum soncentaations. Tha dose (equired tomaintsin
stable cuncentrationsis 1.8 ma/kgRd hi.in patisits:

marked ranal impairmert, i may be more copvertiont
! Pﬁm zaoym

. to give malnlananee doses of 250101000 mg onceevery
govarsl daysealher than adminlstering ihe grug on g
dally basis. In anuria, a-dose of 1000 Mg svery 71010
days has bien rasommended,

" Whan eniy sersm creatining e knewn, thtolic:
formuia (bsged“ rad on sex, welght andageof tha patien
may be psed ko calculate craatinlne ciearance, Cal-
cuiated gregtinine clearances (ik/min) are only
ssiimates. The craatining clearance should be mes-
sured promplly.

Men: " Welght (kg) x {140~-age In yasrs)
: 72 % sorum creatining
concentration (mgRIL)-
Women: : 0.85 % above value

The serum creaticine must rapresent 8 steady siate of
e i, Biha SAGIEIS0 cearance
- phearancewill not be valid: Suchs C

i an overestimati of actust clearance in patigrts with

conditions:, - .
(1) characisrized by decraasing rensl function, such #s
gsyere heart fejure o oliguria; (2] i which 3
normsl ralationship 66N myscle mase.gnd tolal
pody welght Is not prasent, such as in bbese patisnts
or thosa with fiver dlasase, sdwma ot sscites! and (3)
A P
byine ';onxtrgtt%\scsl (htrahgnbavor intraventricuiar) rote
name B ‘
a?(ﬂtemﬁﬁqnt Infuxion is the revormmpnided methot of
administeglion,

Comgpatibliity with Other Drugs and IV Fllide
The ?nnawmg dhuents are physicelly-and chamicslly
compatile (With4 g/ vamcomysin hydrochioride):
5% Destrose: . i,

5w, Deptroge Injaction and
0.3% Sudium Chiaride Injection, USP
Lactated Ringar's injection, USP
5% Daxtrose and Laciatad Ringer's

Injection
Normosolt-Mand 8% Dexiross
0.9% Sadium Chioride Injection, USP

, REY

5

mytagenic potential of Sterile Vancomyein Hydro
gg?nae Wgs 1?und i standarg 3auora'tur‘§r m;t?: N¢
initive Tertifity studies have bosn perfoimed,

;mgmananc Eftmuts: Pry Cal
sratogents Effects: Cy 0ry C— Inacan
tolled dinica! swudy, sterf’tgysneamﬁn zydmr.hlorlde
was administerad 10 pragrarm women for sedode
stzyhytamccm infections that were complicutiona of
thair IV drug ablise o gvstuate potential ototoxie and
nephrotoxi effects on the infant. Sterile Vancomycin
Hydroghioride was found iiv sord binad, No sen-
sorineg! hearing 108 of nenhrtoxisiy attributabls to
Sterfle. Vancomycin Hydrochioride was noted. QOne
infant exuerenced conductive hearing loga that was not
aitributet 1u the administration of Statile Vancomyain
rochionde. L number pf pations weated
In' this study was limiled 8nd Sterite vancemycin
R wis sorinistersd anly inthe second and
tird Wimesters, it is not known whethier Sterile van-
comyoin Hydronhioride causea fetal harm.

gt‘éﬁ‘ui"\?gﬁ’m""”’éfn e p—

ik, Cattlon sb u:;yg;lxercmaéf when S?e‘ggu\%ar:
i Batiad whita P e b
o Gt T o e 1 ek e
impnrtence ol the drug to the mother.

il’eglawc Uise

1 prametre nsonates and young infams, it may be

apprapriate 10 confirm desired Vgnm:mycfn se?um

concentrations. Concomitant administeation of van.

e ce g e e
' N i

paties (566 ADVERSE REACTIONS). —

g,
 hiural ggcrement of glomerulsr filtratlon with
increasing sge ma{;’yb&d o elgvated vancomycln serum
congantrstions If dosage is Mot adjusted. Vancomyein
dogage schodules sbauld be adjusted I elderly
patierts (356 DOSAGE AND ADMINISTRATION),

AQVEREE REACTIONS:
gymg mm&ﬂistodﬁ{?ﬂ:

uring or soon aher id infusion of Steril
s et ol e

s, i [

AL PRARMA LD Sy, nyyEatsnsion eee
urticaria oF pruriws. RBpIO infusion may also cause
fushing ofthe upper body {*red ngek™) or pain and s
ale spask of the chest and back, Zniese rogetions |
ssually regsive within 20 minutes bit may pargiat for
several nows. Such ovants are Inftaquent if Sterile
Vaneomyein Hydrochloride is given by = slow infusicn
ovar 80 minutes, In atudies of normal valunteers, infu-

© sion-salsted avents did rot ocor wh -
B e mr_w an Storle Vao

eamytin o
10 mig/mirt Or less. 6t 8 b of

[y

! 1ilirg. principally manifested by in

crogtinine or BUN ¢ trationy, > c%mé'?m
glvan larga dosse of Sterlle Vancomyein Hydrochiotide
i :g gl:en reported rarsly, Gazusacl Interstitial ng t?‘ri-
the incidenios of nephrolaicity 1 iofasad Innations:
given eminoglycasides mrggmmwd " patients

ottty

Tew dozen Cases of hearing loas & i
Sterlle Vanaongygin Hyvrooh(g:’%n have s‘i'&ﬁ’?‘?%?m“é?
Most ot thexe patjents bad kidney dystunction orapre-
et o S et
o N e " i

tinnitus Bave bear reparted rgreiyﬁ 90, dzinesaand

fnigvmat%zroleﬂc
ersibls neulrapenld, usually earti
targ after tnvet of Hempy Wi Staigg 8%:;\8"6%
Hydrochioride or atter & total dosage. of more 'xaan
25 ¢, his haen;:gunad or several dozen b

tropenia appears W be pramply revarsiblo whean
Blerile Vencomyein Hydruchicrids bs s,
Thromheeylopenia nesy raraly boern mpg:‘secgnhnuw.
Phiehitia
inflammation attha injection site has bagn reportad,

gg&fmi&maﬂnnl
mgl of pezudomembrancus coillls sympto
May gocur duning ur attar antibictic t?eagmerﬁ

- {366 WARNINGS;.

fﬂ#:alm)“aoua\ :

nraguently; patients have besn regored

aha;} %yl , dryg Tever, nauses, %!lx, egs'?r‘.‘&';@c?:,
ashes (inctuding exfoliative germatifis), Stevang.

- Johraen syndrome, i :
oo Sadrams, oX(e eoidarmisl neoralysis anc

[ axsociation with the adminiet
= m:’g:&comyoigﬁk 1 le. ; réifél%n?f
opon lowihg i ritonsal adminis.

wRton (pae F',RECAU\‘ODNS? e tad
ggﬁn&?meﬁz

ppartve care Is advised, with maint
gl!gmumamlhtm;\!anwnybin is poorly é&%’&ﬁg bn;

yeis, Hemaliltration ang hemoperfugion with pPoly«
suliore resin have begn rc;;med 10 r}:s‘;’m ijn increased
@ af

i . 4 m
Erysicans’ Dagk Befetonce (DR, inmanaging over



